
osage  Form New Animal Drugs; lvermectin  Liquid

A~EN~Y~  Foo and Drug Administration, IBIS-

A~TjUN~ Final rule.

~~~~~~Y: ‘The Food and Drug Administration (FDA) is amending the animal drug regulations

to reflect approval of an abbreviated new animal drug application (A

Inc. The ANADA provides for oral use of ive~ectin solution in horses for the treatment and

ecies of internal an cutaneous  parasites.

INF~~~AT~~N  CONTACT:  Lonnie W. Luther, Center for Veterinary Medicine (

102>, Food and Drug Administrations  7500 Standis vi& MD 20855, 3Ul-827-U2U9.

ENTARY  ~NF~~~ATjUN:  First Priority, Inc., 1585 Todd Farm Dr., Elgin, IL 60123, filed

ANADA ZUO--321  for P~I~~CTI~~~ (ive~e~tin)  Equine Oral Liquid. The application provides

for oral. use of a 1.0 percent ivermectin solution in horses for the treatment and control of various

species of gastruintestinal  nematodes, lungworms, stomach bots, and cutaneous larvae and

mi~rofiIa~ae~  First Priority ‘) s P~IM~~TI~ TM Equine Oral Liquid is approved as a generic c

of Merial Ltd.? EQVALAN8  (ivermectin) Oral Liquid for Worses, approved under DADA 14-Q-

439. ANADA 2 O-321 is approve as of September 7,2001,  and 21 CFR 520.1195 is amended

to reflect the ap rovaf. The basis of approval is discussed in the freedom of information Sudan,

In accordance with the freedom of info~ation  provisions of 21 CF

5 14.11 (e>(2)(  >ii + a summary of safety and effectiveness data and information submitted to support

approval of this application may be seen in the Dockets Management ISranch (IIFA-3053,  Food

evm.56
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and Drug Administration, 5630 Fishers Lane, rm. fO6l, RockviHe,  MD 20852, betwee

onday through Friday.

as determined un 25.33(a)( 1) that this action is of a type that does

not individually o cumulatively have a significant effect on the human environment-  Therefore,

neither an environmental assessment nor an e v~r~nrne~ta~  impact statement is required.

eet the definition  of “rule” in 5 USC. 8 4(3~(A~ because it is a

plicability.” Therefore, it is not subject to congressionaf  review requirements in

5 U.S.C. 8Ul-8U8.

List of ~~~j~~t~  in 21 CFR Part 520

Animal drugs,

Therefore, under the Federal  Food, Drug, an Cosmetic Act an under authority  delegated

issioner of Food and Drugs and redelegated to the Center for Veterinary edicine,

art 520 is amended as follows:

520-ORAL DQSAGE  FORM NEW ANIMAL DR

e a~tbor~ty citation for 21 CFR part 520 continues to read as follows:

2. Section 520. X X95 is amended in paragraph (b) by adding “‘058829,” after “05 f 259”; bi

revising t eading of paragraph (c) and paragraph (c)(1); in paragraph (c)(2) by removing ‘“It

is used in horses”; and in aragraph (c)(3) by removing the first sentence to read as follows:
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